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DETAILED ACTION 

1 . The amendment submitted in Paper No. 12, 3/2/01 has been entered. Claims 1-16, and 20-22 
have been canceled previously. Claims 17-19, 23-24 have been canceled in Paper No. 12, 3/2/01. 
Claims 25-79 are pending and under consideration by the Examiner. 

2. Receipt of applicant's arguments and amendments filed in Paper No. 12 (3/2/01) is 
acknowledged. 

3. The following previous rejections and objections are withdrawn in light of applicants 
amendments filed in Paper No. 10, 10/7/00: 

(I) the rejection of claims 34-42 under 35 U.S.C. § 1 12, first paragraph, for compliance with 
deposit requirements. 

4. Applicant's arguments filed in Paper No. 1 2 (3/2/0 1 ), have been fully considered but were 
persuasive-in-part. The issues remaining are stated below. 

5. The text of those sections of Title 35, U.S. Code not included in this action can be found in 
a prior Office action. 

Claim rejections-35 U.S.C. §101 

6. Claims 25-79 are rejected under 35 U.S.C. 101. 

This rejection is maintained for reasons of record set forth at pages 3-5 of the previous Office 
action (Paper No. 10,9/7/00). 

Applicants argue that contrary to the Examiner's comments, Applicants have set forth in the 
specification statements that clearly and fully describe the function of Human Cytokine Polypeptide 
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of the present invention. Applicants also argue that the specification, at page 3, lines 5-8, teaches that 
polypeptides of the present invention may stimulate cell proliferation and/or differentiation and on 
page 37, lines 7-13, teaches that polypeptides of the invention have uses, for example, in the detection 
of neoplasia. However, firstly, contrary to Applicants arguments, the particular cytokine claimed, has 
no utility till Applicants disclose what tissue or cell types the cytokine acts upon and the effects the 
cytokine has on the cells. For example if an antibody was claimed, it would not be disputed that the 
antibody was an antibody, but not knowing the antigen to which the antibody specifically binds, 
would make the claimed antibody not useful. Furthermore, the employment of the polypeptide of the 
instant invention, in the example cited by Applicants (in detection of neoplasia) is not a substantial 
or specific utility, because the cytokine protein has not shown to be associated with a disease or 
condition in any tissue. Furthermore, the protein has not been shown to be involved in regulation of 
the immune response. 

Applicants assert that Graf et al (GenBank Accession No. CAC0558 1 (2000)) teach that the 
human twisted gastrulation homologue is identical in amino acid composition to the Human Cytokine 
Polypeptide of the present invention. However, Graf et al is a GenBank submission of a sequence 
submitted in the year 2000, after the filing date of the instant invention. Similarly, the Oelgeschlager 
et al reference which teaches that the twisted gastrulation gene encodes a secreted protein that is 
specifically required for the differentiation of amnioserosa cells in Drosophila and that it functions 
by direct interaction with BMPs, is irrelevant to the instant invention, since Applicants have failed to 
demonstrate that "the instant protein" has this biological function. In response to Applicants 
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arguments that one of skill in the art, from this evidence would appreciate that the pending claims are 
supported by specific and substantial utilities, the Examiner asserts that, contrary to Applicants 
arguments, as set forth at pages 3-5 of the previous Office action (Paper No. 10, 9/7/00), the instant 
situation is directly analogous to that which was addressed in Brenner v. Manson, 148 U.S.P.Q. 689 
(Sus. a, 1966), in which a novel compound which was structurally analogous to other compounds 
which were known to possess anti-cancer activity was alleged to be potentially useful as an antitumor 
agent in the absence of evidence supporting this utility. The court expressed the opinion that all 
chemical compounds are "useful" to the chemical arts when this term is given its broadest 
interpretation. However, the Court held that this broad interpretation was not the intended definition 
of "useful" as it appears in 35 U.S.C. § 101, which requires that an invention must have either an 
immediate obvious or fully disclosed "real world" utility. There has to be physiological significance 
for the Human Cytokine Polypeptide disclosed in the specification. It is inconceivable to use the 
claimed polypeptide, in the specific method described if one does not know what the cytokine does 
or what cells it acts on. Applicants have provided no evidence that the cytokine would stimulate cell 
proliferation and/or differentiation or would be differentially expressed in normal and neoplastic cells. 
The Brenner case has been cited for the position that a substantial, specific utility of a compound is 
required. There is no specific condition disclosed for which the protein can be used. This requirement 
is analogous to basic scientific characterization, however, in the instant case no substantial benefit for 
the cytokine is currently disclosed, but an exploratory significance. In the absence of a knowledge 
of the biological significance of the cytokine protein, there is no immediately obvious "patentable" 
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use for it. To employ the protein of the instant invention in a method to stimulate cell proliferation 
and/or differentiation, is clearly to use it as the object of further research which has been determined 
by the Courts to be a non-patentable utility. Since the instant specification does not disclose a "real 
world" use for the protein, then the claimed invention is incomplete and, therefore, does not meet the 
requirements of 35 U.S.C. 101 as being useful. 

It is clear from the instant specification that the Human Cytokine polypeptide has been 
isolated because of its similarity to known proteins (page 14, lines 25-28). However, it is commonly 
known in the art that sequence-to-function methods of assigning protein function are prone to errors 
(Doerks et al. 1998). These errors can be due to sequence similarity of the query region to a region 
of the alleged similar protein that is not the active site, as well as homologs that did not have the same 
catalytic activity because active site residues of the characterized family were not conserved (Doerks 
et al., page 248, column 3, fourth and fifth paragraphs). Inaccurate use of sequence-to-function 
methods have led to significant function-annotation errors in the sequence databases (Doerks et al. 
Page 250, column 1, third paragraph). There is little doubt that after complete characterization, this 
protein will probably be found to have a patentable utility. The numerous uses of the claimed 
invention e.g. detection of neoplasia, stimulation of cell proliferation and/or differentiation, are not 
specific, substantial or credible utilities because Applicants have failed to disclose which condition 
or disease the instant polypeptide is associated with. Furthermore, since the instant protein has not 
been shown to be involved in the binding of a specific protein, has not been shown to be a disease 
marker, have enzymatic activity or to be involved in a physiological process that one would want to 
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manipulate for clinical effect, such as regulate respiration, blood pressure, digestion, muscle 
relaxation, or neurotransmission, the instant specification does not disclose a "real world" use for the 
protein, then the claimed invention is incomplete and, therefore, does not meet the requirements of 
35 U.S.C. 101 as being useful. Furthermore, because the claimed invention is not supported by a 
specific asserted utility for the reasons set forth above, credibility cannot be ascertained. 

Claims 25-79 also remain rejected under 35 U.S.C. 112, first paragraph, as failing to 
adequately teach how to use the instant invention. 
Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy 
as set forth in 37 CAR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on the 
date the advisory action is mailed, and any extension fee pursuant to 37 CAR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the mailing date of this final action. 
Advisory Information 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Prema Mertz whose telephone number is (703) 308-4229. The examiner can 
normally be reached on Monday-Friday from 8:00AM to 4:30PM (Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor 
Yvonne Eyler, can be reached on (703) 308-6564. 

Official papers filed by fax should be directed to (703) 308-4227. Faxed draft or informal 
communications with the examiner should be directed to (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-0196. 

Prema Mertz Ph.D. 
Primary Examiner 
Art Unit 1646 
April 20, 2001 



